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Dear Mr. Phillips:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device referenced
above and have determnined the device is substantially equivalent (for the indications for use stated in
the enclosure) to legally marketed predicate devices marketed in interstate commerce prior to
May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that
do not require approval of a premarket approval application (PMA). You may, therefore, market the
device, subject to the general controls provisions of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of devices, good manufacturing practice, labeling,

* ~~and prohibitions against misbranding and adulteration.

* ~~If your device is classified (see above) into either class It (Special Controls) or class III (Premarket
Approval), it may be subject to such additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA
'nay publish further annouincements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a Substantial equivalence determination does not mean that
F-DA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You mulst comply with all the
Act's requirements, including, but not limited to registrat ion and listing (21 CFR Part 807); labeling
(21 CU R Part 80 1); good 11manufactUring practice requirements as set forth in the quality systems (QS)
regulation (21 CUFR Part 820); and if applicable, the electronic product radiation control provisions
(Sections 53 1-542 of the Act); 21 CFR 1000- 1050.



This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of' substantial equivalence of your device to a legally
marketed predicate device results ill a classification C1k yotur device and thus, permits your device to

-proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 ), please
contact the Office of Compliance at one of the following numbers, based on the regulation number at
the top of this letter:

21 CFR 876.xxxx (Gastroenterology/Rcnal/Urology) 240-276-0115
21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx (Radiology) 240-276-0120
Other 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CU"R
807.97). You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and C'onSumer Assistance at its toll-fr-ee number (800)
638-2041 or (301) 443-6597 or at its Internet address
013p;//xvxv'x\v'da. tov/cdrh/indLstrv/supp)ort/index .tmil.
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Indications For Use

Applicant:

Voxar Ltd, Bonnington Bond, 2 Anderson Place, Edinburgh, EHG 5NP, UK

51 0(k) Number (if known): /< 0 o TW

Unknown

Device Name:

Voxar 3D Product Family

Indications For Use:

The Voxar 3D product family is a suite of products that is intended to provide Physicians,
Clinicians and Radiologists with tools to aid them in reading and interpreting DICOM compliant
tomographic medical imaging.

The Voxar 3D product family provides several levels of functionality to the user

* Basic analysis tools they use on a daily basis, such as 2D review, orthogonal Multi Planar
Reconstructions (MPRs), oblique MPRs, curved/cross-curved MPRs, slab MPRs, AveIP,
MIP, MinIP, measurements, annotations, reporting, distribution, etc

* Tools for in-depth analysis, such as segmentation, endoscopic review, colour VR slab, 3D
volume review, path definition and boundary detection, PET imagery analysis, etc

* Specialist tools and workdflow enhancements for specific clinical applications which
provide targeted workflows, custom Ul, targeted measurement and reporting functions
including Colon Screening (which is intended for the screening of patients for colonic
polyps, turnours and other lesions using tomographic Colonography), Calcium Scoring
(which is intended for non-invasive identification and quantification of calcified
atherosclerotic plaques in the coronary arteries using tomographic medical image data
and clinically accepted calcium scoring algorithms), Vessel Analysis (which is intended
for the qualitative and quantitative analysis of tomographic angiographic studies to
evaluate occlusive and aneurysmal disease), etc-
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